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Novembem, 2000 

Commissioner Jane Henney, M.D. 
US Food and Drug Administration 
5600 Fischers Lane 
Rockville, Maryland 20857 

Dear Commissioner Henney: 

I would like to supplement my petition of November 6,2000, FDA docket number OOP- 
1602KP 1, with the Toxicological Profile for muorjdes of US Department of Health and Human 
Services (‘W-91/17, page 112, section 2.6 and 2.7). 

Thank you for your assistance in this matter, 

Assemblyman District 36 
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Printed on Recycled Paper 



FLUORIDE, AND FLUORINE F) 

U.S. DEPARTMENT OF HEALTH & HUMAN SERVICES 
Public Health Service 
Agency for Toxic Substances and Disease Registry 



112 

2. HEALTH EFFECTS 

The absorption of fluoride from the gastrointeattnal tract of hwsns 
and/or animals is affected by the'presence of several minerals including 
calcium, msgnos-ium, phosphorus, and aludnwn (Rao 1984). These effecta aie 
discussed in Section 2.8, 'No reliable data on interactions that exacerbate 
negative effect8 of fluoride'vere located. 

Exiseing data indicate that eubaets of the populatfon may be unusually 
susceptible to the toxic sfPects of fluoride and ifs oompounrle. These 
populations Lntlude the elderly, people with deficiencies of calcium., 
mqnes ium ) and/or vitamin C, and people with cardiovascular and kidney 
problems. 

Because fluoride Le excreted through the kidney, people with renal 
Lnsufficiency vould have impaired renal clearance of fluorldn (Juncas and 
Donadio 1972). Fluoride retention on a law-protein, low-ctlaiun, and low- 
phoephorus diet va$ 65% in patients vich chronic renal failure, compared with 
20% in normal subjects (Spencer et al. 1980a). SOW treatinine 1evel.s were 
weakly correlated (r-0.35-0.59) with serum flueride levels (Harrhfjawi 1982). 
People on kidney di.alyria are patticularly susceptible te the use of 
fluoridated water i,n the dialysis machine (Anderson et al. 1980). This is due 
to the decreased fluoride clearance cembined'with chr intravenous exposure to 
large amounts of fluoride during dialysis. Impaired renal clearance of 
fluoride haa also been found in poapls with diabetee mellitua and cardiac 
insufficiency (Henhijami 1974). People ovez the age of 5i often have 
deareaeed renal fluoride clearance (Hanhijarvi 1974). This may be because of 
the decreased fate of accumulation of fluoride in bonee or decreased renal 
functbn. 'Phis decreaeed clearance of fluorLde ray indicate thst elderly 
people are more suaceptiblc to fluoride toxkity. 

Poor nutrition increases the incidence and severity of dental fluorosia 
(Murray and Wilson 1948; Pandit et al. 1940) and skeletal PluorooiB (Pandit et 
al. 19401, Comparison of diorary adequacy, vator fluoride l,evels, and the 
lncldenca of skeletal fluoroaie In Bevera Villages in India suggested that 
vita&n C deficiency played a major role in the direaase (P&trrdit et al. 1940). 
Calcium intake rant minimum dtaLndard8, although the source vas grains and 
vegerables, rather than milk, and bloavailability was not datermined. Becauee 
d eha role of! aaloim in bone farpration. cabfum dsficieriay would ba expected 
to incxearse susceptibility to l ffeecct of fluoride. No studl.es in humans 
supporting this hypothssid were located. Calcium deficiency was faund to 
increaee bone fluoride levele in a two-week etudy in rats (CuggenheLm et al. 
1976) but nor in a lo-day study in monkeys (Rsddy and Sr1kanti.a 1971). Guineg 
pi@ adbhlstared fluoride and a low-pretoin diet had larger increases in bone 
fluoride than chose giyn fluoride +nd a aontrol diat (Parknr et al. 1979). 


